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DETAILED ACTION 
Response to Amendment/Arguments 

1 . Applicant's arguments, filed 3/1 5/05, with respect to the rejection(s)of claim(s) 
32, and 57-77 under 35 U.S.C. 103 have been fully considered and are persuasive. 
Therefore, the rejection has been withdrawn. However, a new ground(s) of rejection is 
set forth below as necessitated by the amendment dated 3/15/05. 



Claim Rejections - 35 USC § 103 

2. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

3. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

4. Claims 32, 57-61, and 77 are rejected under 35 U.S.C. 103(a) as being 



unpatentable over Miles (US 5,353,788) in view of Brown (US 6,000,395). 
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5. As to claim 32, Miles teaches a breathing mask 3,26 for monitoring a patient 
during gas delivery comprising a body (See Fig. 2 attachment below) having an 
internal surface (inherent from Fig. 2 attachment below since mask is shown to be 
cupping the nose), an external surface (See Fig. 2 attachment below), and a 
perimeter surface (See Fig. 2 attachment below) shaped to form a seal around the 
patient's nose; and at least one EEG sensor (See Col. 4, lines 33-35; lines 44-45; 
lines 55-59; Col. 5, lines 6-15; and Col. 7, lines 37-51 which disclose a plurality 
and variety of sensors including an EEG sensor and further teach that the 
sensors may be mounted inside the mask or connected to the mask thereby 
reading on the limitation "extended from the mask"; it should also be noted that 
the physiological specific sensor is located on the respective/corresponding 
anatomy as shown in Fig. 2 and therefore, it would be obvious to one of ordinary 
skill in the art to place an EEG, which inherently measures/detects brain activity 
near or on the head and away from the mask in order to get a more precise 
reading) extended from the mask and positioned to detect brain activity. Miles teaches 
essentially all of the limitations except for a headgear adapted to retain the body on the 
patient's head, the headgear having at least one EEG sensor positioned thereon. 
Brown teaches the use of a headgear with sensors placed strategically thereon so that 
the particular bodily condition of the user may be sensed. Therefore, it would have 
been obvious to one of ordinary skill in the art to provide a headgear in the breathing 
mask of Miles so that specific body sensors such as an EEG sensor may be placed 
strategically on the appropriate anatomy of the human being to sense that specific 
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bodily condition as taught by Brown. Furthermore, it would have been obvious to one of 
ordinary skill in the art that an EEG sensor be placed on or near the head to detect the 
appropriate signal and as such it would have been further motivation to provide the EEG 
sensor on a headgear type device to hold the sensors in place in conjunction with the 
mask. 




external surface perimeter 

6. As to claim 57, the above combination teaches a breathing mask wherein the 
headgear is a cap (It should be noted that Brown teaches a headgear that is a cap). 
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7. As to claim 58, the above combination teaches essentially all of the limitations 
except for wherein the perimeter surface is adapted to detect ECG. Miles does teach 
an ECG lead 6 (See Fig. 2) placed over a patient's heart/chest area. However, it 
should be noted that Miles also teaches that some of the sensors may be mounted 
inside or connected to the mask (See Col. 4, lines 44-45). Therefore, it would have 
been obvious to one of ordinary skill in the art at the time of the invention and based on 
the disclosure by Miles that the sensors, including one that detects ECG, may be placed 
inside the mask or connected to the mask (a perimeter surface is encompassed by the 
disclosure) to provide an alternative placement of the sensor. 

8. As to claim 59, the above combination teaches essentially all of the limitations 
except for further comprising a flow sensor connected to the internal surface. Miles 
does teach an airflow sensor (See Col. 4, lines 33-35 and Col. 5, lines 20-21). It 
should be noted that in Col. 5, lines 20-21, Miles teaches a flow sensor contained within 
the CPAP device; however, Miles also teaches that some of the sensors may be 
mounted inside or connected to the mask (See Col. 4, lines 44-45). Therefore, it 
would have been obvious to one of ordinary skill in the art at the time of the invention 
and based on the disclosure by Miles that the sensors, including a flow sensor, may be 
placed inside the mask or connected to the mask thereby providing an alternative 
placement of the sensor. 

9. As to claim 60, the above combination teaches essentially all of the limitations 
except for a breathing mask further comprising an oxygen saturation sensor extended 
from the mask. Miles does teach an oxygen saturation sensor 5 but the oxygen 
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saturation sensor of Miles is placed on a finger rather than extending from the mask 
(See Fig. 2). However, Miles also teaches that some of the sensors may be mounted 
inside or connected to the mask (See Cel. 4, lines 44-45). Therefore, it would have 
been obvious to one of ordinary skill in the art at the time of the invention and based on 
the disclosure by Miles that the sensors, including an oxygen saturation sensor, may be 
placed inside the mask or connected to the mask thereby reading on the limitation 
"extended from the mask" and thus providing an alternative placement of the sensor. 

10. As to claim 61, the above combination teaches essentially all of the limitations 
except for wherein the perimeter surface is adapted to detect eye movement. Miles 
does teach a sensor that detects eye movement (See Col. 4, lines 33-37). Miles also 
teaches that some of the sensors may be mounted inside or connected to the mask 
(See Col. 4, lines 44-45). Therefore, it would have been obvious to one of ordinary skill 
in the art at the time of the invention and based on the disclosure by Miles that the 
sensors, including a sensor that detects eye movement, may be placed inside the mask 
or connected to the mask (a perimeter surface is encompassed by the disclosure) to 
provide an alternative placement of the sensor. 

11. As to claim 77, Miles teaches a breathing mask 3,26 for monitoring a patient 
during gas delivery comprising a body (See Fig. 2 attachment above) having an 
internal surface (inherent from Fig. 2 attachment above since mask is shown to be 
cupping the nose), an external surface (See Fig. 2 attachment above), and a 
perimeter surface (See Fig. 2 attachment above) shaped to form a seal around the 
patient's nose; and at least one EEG sensor (See Col. 4, lines 33-35; lines 44-45; 
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lines 55-59; Col. 5, lines 6-15; and Col. 7, lines 37-51 which disclose a plurality 
and variety of sensors including an EEG sensor and further teach that the 
sensors may be mounted inside the mask or connected to the mask and therefore 
it would have been obvious to one of ordinary skill in the art at the time of the 
invention to couple the EEG sensor to the body as providing an alternative 
placement for the sensors, which sensor would be capable of being positioned 
on a top portion of a patient's head upon application of the body to a patient). 
Miles teaches essentially all of the limitations except for a headgear adapted to retain 
the body on the patient's head, the headgear having at least one EEG sensor 
positioned thereon. Brown teaches the use of a headgear with sensors placed 
strategically thereon so that the particular bodily condition of the user may be sensed. 
Therefore, it would have been obvious to one of ordinary skill in the art to provide a 
headgear in the breathing mask of Miles so that specific body sensors such as an EEG 
sensor may be placed strategically on the appropriate anatomy of the human being to 
sense that specific bodily condition as taught by Brown. Furthermore, it would have 
been obvious to one of ordinary skill in the art that an EEG sensor be placed on or near 
the head to detect the appropriate signal and as such it would have been further 
motivation to provide the EEG sensor on a headgear type device to hold the sensors in 
place in conjunction with the mask. 

12. Claims 62-66, 68, 69, 70, 71, 73, 74, 75, and 76 are rejected under 35 U.S.C. 
103(a) as being unpatentable over Miles (US 5,353,788) in view of Brown (US 
6,000,395). 
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13. As to claim 62, Miles teaches a nasal ventilation mask 3,26 comprising a body 
(See Fig. 2 attachment above) having an internal surface (inherent from Fig. 2 
attachment above since mask is shown to be cupping the nose), an external 
surface (See Fig. 2 attachment above), and a perimeter surface (See Fig. 2 
attachment above) adapted to form a seal around a patient's nose (See Fig. 2 
attachment above), an air hose 2 extending from the body; and at least one EMG 
sensor (chin) (See Col. 7, lines 39-40). It should be noted that Miles also teaches that 
that some of the sensors may be mounted inside or connected to the mask (See Col. 
4, lines 44-45). Therefore, it would have been obvious to one of ordinary skill in the art 
at the time of the invention and based on the disclosure by Miles that the sensors, 
including an EMG (chin) sensor, may be placed inside the mask or connected to the 
mask thereby providing an alternative placement of the sensor and thus be capable of 
detecting muscle activity relating to a sleep state as recited. Miles teaches essentially 
all of the limitations except for a headgear adapted to retain the body on the patient's 
head, the headgear having at least one BEG sensor positioned thereon. Brown teaches 
the use of a headgear with sensors placed strategically thereon so that the particular 
bodily condition of the user may be sensed. Therefore, it would have been obvious to 
one of ordinary skill in the art to provide a headgear in the breathing mask of Miles so 
that specific body sensors such as an EEG sensor may be placed strategically on the 
appropriate anatomy of the human being to sense that specific bodily condition as 
taught by Brown. Furthermore, it would have been obvious to one of ordinary skill in the 
art that an EEG sensor be placed on or near the head to detect the appropriate signal 
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and as such it would have been further motivation to provide the EEG sensor on a 
headgear type device to hold the sensors in place in conjunction with the mask. 

14. As to claim 63, Miles teaches essentially all of the limitations including a first 
sensor for detecting nasal breathing (See Col. 5, lines 12-14) and a second sensor for 
detecting oral breathing (See Col, 7, lines 41-42) except for the location of the sensors. 
It should be noted that Miles also teaches that that some of the sensors may be 
mounted inside or connected to the mask (See Col. 4, lines 44-45). Therefore, it 
would have been obvious to one of ordinary skill in the art at the time of the invention 
and based on the disclosure by Miles that the sensors may be placed inside the mask 
or connected to the mask thereby providing an alternative placement for the sensors. 

15. As to claim 64, Miles teaches a mask wherein the first and second sensors are 
thermal sensors (See Col. 5, lines 12-14 and See Col. 7, lines 41-42). 

16. As to claim 65, Miles teaches essentially all of the limitations including an EEG 
sensor (See Col. 4, lines 33-35; lines 55-59; Col. 5, lines 6-15; and Col. 7, lines 37- 
51) except for the EEG sensor positioned on the perimeter surface. However, Miles 
also teaches that some of the sensors may be mounted inside or connected to the mask 
(See Col. 4, lines 44-45). Therefore, it would have been obvious to one of ordinary skill 
in the art at the time of the invention and based on the disclosure by Miles that the 
sensors, including an EEG sensor, may be placed inside the mask or connected to the 
mask (a perimeter surface is encompassed by the disclosure) to provide an alternative 
placement of the sensor. 
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17. As to claim 66, Miles teaches essentially all of the limitations including an EOG 
sensor (See Col. 4, lines 36-37; lines 55-59; and CoL 7, line 39) except for the EOG 
sensor positioned on the perimeter surface. However, Miles also teaches that some of 
the sensors may be mounted inside or connected to the mask (See CoL 4, lines 44- 
45). Therefore, it would have been obvious to one of ordinary skill in the art at the time 
of the invention and based on the disclosure by Miles that the sensors, including an 
EOG sensor, may be placed inside the mask or connected to the mask (a perimeter 
surface is encompassed by the disclosure) to provide an alternative placement of the 
sensor. 

18. As to claim 68, Miles teaches essentially all of the limitations including a plurality 
of straps (See Fig. 2) except for the straps having at least one sensor positioned 
thereon. However, Miles also teaches that some of the sensors may be mounted inside 
or connected to the mask (See Col. 4, lines 44-45). Therefore, it would have been 
obvious to one of ordinary skill in the art at the time of the invention and based on the 
disclosure by Miles that the sensors, may be placed inside the mask or connected to the 
mask (the straps being connected to the mask) to provide an alternative placement of 
the sensor. 

19. As to claim 69, Miles teaches essentially all of the limitations including a position 
sensor (See Col. 4, line 58 which discloses overall physical movement which the 
Examiner considers equivalent to a position sensor since a position sensor 
would detect any movement or lack thereof; See also Col. 7, lines 46-49) except for 
the position sensor positioned on the perimeter surface. However, Miles also teaches 
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that some of the sensors may be mounted inside or connected to the mask (See Col. 
4, lines 44-45). Therefore, it would have been obvious to one of ordinary skill in the art 
at the time of the invention and based on the disclosure by Miles that the sensors, 
including a position sensor, may be placed inside the mask or connected to the mask to 
provide an alternative placement of the sensor. 

20. As to claim 70, Miles teaches essentially all of the limitations including a 
microphone 10 (See also Col. 7, lines 42-43) except for the microphone coupled to the 
body. However, Miles also teaches that some of the sensors may be mounted inside or 
connected to the mask (See Col. 4, lines 44-45). Therefore, it would have been 
obvious to one of ordinary skill in the art at the time of the invention and based on the 
disclosure by Miles that the sensors, including a microphone which would sense 
breathing and snoring, may be placed inside the mask or connected to the mask to 
provide an alternative placement of the microphone. 

21 . As to claim 71 , Miles teaches essentially all of the limitations including a sensor 
to detect air leaks (Please note, Col. 4, lines 35-36 and line 56; Col. 5, lines 22-31; 
and Col. 7, lines 41-44 teach an airflow sensor and a pressure sensor which 
would indirectly sense air leaks should there be a pressure drop which would 
also effect the airflow) except for the location of such a sensor on the perimeter 
surface. However, it should be noted that Miles also teaches that some of the sensors 
may be mounted inside or connected to the mask (See Col. 4, lines 44-45). Therefore, 
it would have been obvious to one of ordinary skill in the art at the time of the invention 
and based on the disclosure by Miles that the sensors, including one senses air leaks 
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via a airflow sensor or pressure sensor, may be placed inside the mask or connected to 
the mask (a perimeter surface is encompassed by the disclosure) to provide an 
alternative placement of the sensor. 

22. As to claim 73, Miles teaches a nasal ventilation mask 3,26 (See Fig. 2 
attachment above) adapted to form a seal around a patient's nose (See Fig. 2 
attachment above), an EEG sensor (See Col. 4, line 59 and Col. 7, line 39). Miles 
teaches essentially all of the limitations except for a headgear adapted to retain the 
body on the patienf s head, the headgear having at least one EEG sensor positioned 
thereon. Brown teaches the use of a headgear with sensors placed strategically 
thereon so that the particular bodily condition of the user may be sensed. Therefore, it 
would have been obvious to one of ordinary skill in the art to provide a headgear in the 
breathing mask of Miles so that specific body sensors such as an EEG sensor may be 
placed strategically on the appropriate anatomy of the human being to sense that 
specific bodily condition as taught by Brown. Furthermore, it would have been obvious 
to one of ordinary skill in the art that an EEG sensor be placed on or near the head to 
detect the appropriate signal and as such it would have been further motivation to 
provide the EEG sensor on a headgear type device to hold the sensors in place in 
conjunction with the mask. 

23. As to claim 74, Miles teaches a mask 3,26 furthering comprising a computer 25 
in communication with the sensor, the computer adapted to determine arousal (See 
Col. 4, lines 32-66; please note the Examiner considers overall physical 
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movement, leg movement, eye movement, EEG all to detect some form of 
arousal). 

24. As to claim 75, Miles teaches a mask 3,26 furthering comprising a computer 25 
in communication with the sensors, the computer adapted to determine sleep state (See 
Col. 4, lines 32-66; please note the Examiner considers breathing sounds, overall 
physical movement, leg movement, eye movement, EEG, sleep position all to 
detect some form of sleep state). 

25. As to claim 76, Miles teaches a mask further comprising an EMG sensor (chin) 
(See Col. 7, lines 39-40). Miles does not explicitly teach the EMG sensor coupled to 
the nasal mask. However, it should be noted that Miles also teaches that that some of 
the sensors may be mounted inside or connected to the mask (See Col. 4, lines 44- 
45). Therefore, it would have been obvious to one of ordinary skill in the art at the time 
of the invention and based on the disclosure by Miles that the sensors, including an 
EMG (chin) sensor, may be placed inside the mask or connected to the mask thereby 
providing an alternative placement of the sensor. 

26. Claim 67 is rejected under 35 U.S.C. 103(a) as being unpatentable over Miles 
(US 5,353,788) in view of Brown (US 6,000,395) and further in view of Bornn (US 
5,353,793). 

27. As to claim 67, Miles and Brown teach essentially all of the limitations except for 
wherein a portion of the perimeter is comprised of a conductive carbonized rubber 
material. It should be noted that Bornn does teach the use of physiological sensors 
such as ECG, piezoelectric sensors for monitoring respiration and pulse, temperature 
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sensors, and activity and position sensor, which come into contact with the patient's 
skin. Bornn further provides a conductive carbonized rubber material (See Col. 7, lines 
34-37 of Bornn) for providing electrical contact between a person's skin and the 
sensor. Therefore, it would have been obvious to one of ordinary skill in the art at the 
time of the invention to provide a portion of the perimeter surface with a conductive 
carbonized rubber material as taught by Bornn to provide an electrical contact between 
a person's skin and the sensor since Miles discloses that the sensors may be mounted 
inside the mask (which would include a portion of the perimeter surface). 

28. Claim 72 is rejected under 35 U.S.C. 103(a) as being unpatentable over Miles 
(US 5,353,788) in view of Brown (US 6,000,395) and further in view of Wiesmann et al 
(US 6,199,550). 

29. As to claim 72, Miles and Brown teach essentially all of the limitations except for 
the mask further comprising a patient recycled air detection system positioned on the 
internal surface. Wiesmann et al teaches a mask with sensors including a sensor which 
monitors exhaled carbon dioxide (See Col. 5, line 42) located on the internal surface of 
the mask (See Fig. 3 of Wiesmann et al). It should be noted that the sensor of 
Wiesmann et al is equivalent in scope to the recycled air detection system of Applicant 
since Applicant on page 10 of the specification discloses that the air detection system 
has a sensor that detects the amount of expired air from the patient remaining in the 
mask. The Wiesmann et al sensor monitors the exhaled carbon dioxide and would also 
indirectly detect any remaining exhaled air in the mask since the Wiesmann sensor is 
located on the interior of the mask . Therefore, it would have been obvious to one of 
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ordinary skill in the art at the time of the invention to provide a sensor that monitors 
exhaled carbon dioxide in the mask of Miles as taught by Wiesmann et al so that the 
amount of air exhaled by the patient would be detected by the sensor and indirectly 
measure the exhaled air remaining in the mask. 

Conclusion 

30. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Mital B. Patel whose telephone number is 571-272- 
4802. The examiner can normally be reached on Monday-Friday (1 1 :00-7:30). 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Henry Bennett can be reached on 571-272-4791 . The fax phone number for 
the organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

Examiner 
Art Unit 3743 




